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1.0 PURPOSE AND SCOPE

This document includes all the tasks related to Change Management where all proposed material, equipment, process and product changes, whether new or existing, are identified, documented, reviewed and approved. It is essential that these changes are managed well and in accordance with the code of Good Manufacturing Practice (GMP). This procedure also applies when computer hardware and software is used for GMP regulated processes.
2.0 REFERENCES / DOCUMENTS

References
	Insert list of referenced regulatory/guidance documents here

	


Documents
	Insert list of referenced SOPs here

	

	


3.0 DEFINITIONS

Insert definitions list here
4.0 RESPONSIBILITIES
Change Initiator;
· Undertakes the necessary initiation steps 

· Liaises with the relevant stakeholders 

· Liaises with the Quality Nominee and / or Production Manager for assistance and coaching with operational changes.

Production Manager;
· Reviews and approves changes.

Quality Nominee;
· Compliance review and authorisation of all operational changes.

· Provides planning assistance and coaching to Change Initiators.
· Provides support for operational changes.

· Notifying the regulator as required.
5.0 EQUIPMENT & MATERIALS

N/A
6.0 PROCEDURE

6.1 Idea for a Change
When an idea for a ‘change’ is raised, (Examples include changes to current processes, the 
introduction of new material, processes, equipment used or site infrastructure), the Change Initiator 
must:
6.1.1 Complete Section A – Proposal for Change of the Change Request Form. Include a brief description of the change and any benefit.

6.1.2 Liaise with the Quality Nominee who must enter the title into the Change Request Register and enter the corresponding Change Request Number, from the register, onto the Change Request Form.

6.1.3 Liaise with the Quality Nominee to complete Sections D and E of the Change Request Form ensuring that all possible considerations have been taken into account when determining the tasks required for the change to be implemented and approved.
6.1.3.1 Where items requiring further action have been identified, the potential operational and GMP impact must be noted in addition to the activities to be undertaken to address these.

6.2 Regulated Change

Where changes are proposed to a product or process that are registered or licensed by a regulatory body,  the Quality Nominee must consider the following when completing part D of the Change Request Form:
6.2.1 Changes to manufacturing processes or conditions which have a significant potential to impact on the quality and consistency of product requires pre-approval by the regulator.
6.2.2 Changes that have a moderate potential to have an effect on quality or consistency of the product requires notification only to the regulator prior to implementation.
6.2.3 Any changes which will not have a detectable impact on the quality or safety of the product, that only require incorporation into a Dossier do not require notification to the regulator.

6.3 Stakeholder Review
6.3.1 The Change Request Form can be sent for Stakeholder Review (if any stakeholders are identified).

6.3.2 After any identified stakeholder review, the Change Request Form must be forwarded to the Production Manager who must then forward it to the Quality Nominee after reviewing the Change Request.

6.3.3 The Initiator, Production Manager, Quality Nominee and any identified Stakeholders must review and approve the Proposed Change and Implementation Plan prior to commencement of the change.  This must be recorded in Section B.

6.3.4 If the proposed change is not approved, this must be recorded in the Change Request Register by the Quality Nominee and the change initiator must be notified.

6.3.5 If the change request has been approved, a copy of the Change Request Form must be made and filed by the Quality Nominee in the ‘Change Request Folder’. 

6.3.5.1 The original Change Request Form must be forwarded to the change initiator.

6.4 Actioning the Implementation Plan After Approval
After the implementation plan has been approved, the Quality Nominee and the Intiator must ensure personnel that have responsibility for each task:
6.4.1 Begin completing the tasks in the required order. 
6.4.2 Record the actual completion date in Section E of the Implementation Plan of  the Change Request Form.
6.4.3 Wherever possible have attached evidence that a task has been completed and record a ‘Y’, otherwise have recorded ‘N’ or ‘N/A’ in the ‘Evidence Attached’ column of Section E.  

6.5 Review and Final Approval
6.5.1 The initiator must review the Change Request Form and attached any evidence to ensure that:
6.5.1.1
All tasks have been completed as required.
6.5.1.2
Section E has been completed before signing off on Section C, “Review and Final Approval’ (‘Plan Completed’).
6.5.1.3
The Change Request Form is passed on to any identified stakeholders.

6.5.2

Stakeholders must review the Change Request Form and any attached evidence to ensure that all tasks were completed to the required standard.  Sign and date in section C that the review has occurred before passing to the Production Manager.
6.5.3

The Production Manager must review the Change Request Form and any attached evidence to ensure that all tasks were completed to the required standard.  Sign and date in section C that the implementation plan has been completed and approved before passing to the Quality Nominee.

6.5.4

The Quality Nominee Must:
6.5.4.1 Review the Change Request Form and any attached evidence to ensure that all tasks were completed to the required standard.  Sign and date in Section C that the implementation plans has been reviewed and approved.
6.5.4.2 Update the Change Request Register showing that the Change Request has been closed out and file the completed Change Request Form and associated documents after discarding the copy made in section 6.3.5. 

6.5.4.3 Where the Change has no action items and there is no implementation plan, this must be indicated in the comments section of the Change Request Register.

6.6 Altering a Change Request
6.6.1 Raise a new Change Request Form each time there is a significant alteration in scope, or tasks required for approval.  Record the new Change Request Number on the previous 
Change Request Form with a comment referring to the new Request Form.

7.0 CHANGE SUMMARY

	N/A New Document


8.0 END OF DOCUMENT
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